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m MAILING DATE of this communication appears on the cover sliee t with tho corresponaenc aaares. 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE _3 MONTH(S) FROM 

. ,, NO period for reply is specified ^bov«, the "^^^^^^ ,^ ABANDONED (35 U^S.C. § 133). 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)13 Responsive to communication(s) filed on 03 May 2002 . 
2a)n This action is FINAL. 2b)M This action is non-finai. 

3) n Since this application is in condition for allowance except for fon.al matte,. Ts'^t 2^ '° 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) 13 Claim(s) 1-29 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) i-7 0,ii-ifi 90 and 22-29 is/are rejected. 

7) M Claim(s) 7 , 10.19 and 21 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 on The drawing(s) filed on is/are: a)D accepted or b)^ objected to by the Examiner. 

Applicant may r.ot request that any objection to the drav.ng(s) be held In abeyance. See 37 CFR 1 .85(a). 

IDD The proposed drawing correction filed on is: a)^ approved b)^ disapproved bythe Examiner. 

If approved, corrected drawings are required In reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

13) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)l3AII b)D Some*c)n None of. 

1 El Certified copies of the priority documents have been received. 

2 □ certified copies of the priority documents have been received in Application No . 

3 □ copies Of the certified copies of the priority ^o fn^e^^^^^' " 
aoDlication from the International Bureau (PCT Rule 17 2(a)) 

. see the atlaSdSled Office acfion for a list of the certified cop.es not received. 

14) D Acknowledgment is made ofaclalmfordomestic priority under 35U.S.C.§119(e)(toaprovisiona.apph^^^^^^^ 

a) □ The translation of the foreign language provisional aPP«cation has been rece^ed^ 

1 5) 0 Aclnowledgment is made of a daim for domestic pnonty under 35 U.S.C. §§ 120 and/or 121 . 
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DETAILED ACTION 
Election/Restrictions 

Applicants' election of Group IV (claims 1-29) in Paper No. 5, filed 5/31/02, is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed 
errors in the restrictionrequirement,theelection has been treated as an election without ^^^^^^^ 

(MPEP § 818.03(a)). The examiner thanks applicants for noting the typographical error in the 
restriction requirement. Applicants are correct in that Group IV is drawn to SEQ ID NO: 4 
rather than SEQ ID NO: 1. Claims 1-29 have been examined accordingly. 

Information Disclosure Statement 
Receipt is acknowledged of » i„fom,a.ion disclosure statement (IDS) filed 5/31/02 as 
Paper No. 4. The signed and initialed PTO Form 1449 has been mailed along with this action. 
The four search results (e.g. "B-Door External...-) have no, been considered as there is no 
indication of their publication date or where the information is available to the public (i.e. 
publisher). If applicants want the information therein to be considered, the information should 
be resubmitted in a form consistent with 37 CFR §1 .98. I. is noted, however, that the results for 
SEQ ID NO: 4 have already been obtained and considered as part of the examiner's search of the 
sequence databases. 

Specification 

The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 



Application/Control Number: 09/743,194 ^^^e 3 

Art Unit: 1636 

The following title is suggested: Compositions and Methods Utilizing the Yeast ZEOl 
Promoter. 

The disclosure is objected to because of the following informalities: at several places in 
the specification there are odd placements of letters and symbols at the begimiing and ending of 
words. For example, on page 2 at lines 5 & 6, the term "Ayeast promoter®" is used. It appears 
that the characters "A" and "@" are meant to be quotation marks around the words "yeast 
promoter". Similarly, on page 25 at line 14, the phrase "the genomic sequence 5= to the 
following ORFs" is used. It appears the phrase is meant to specify genomic sequences 5 prime 
to the recited ORFs. Numerous instances of these typographical errors are present throughout 
the specification. It would be remedial to amend the specification in each instance to clearly 
indicate what is intended. 

Appropriate correction is required. 

Claim Objections 

Claims 1-29 are objected to because of the following informalities: each of the claims is 
drawn towards non-elected embodiments of the claimed invention (e.g. SEQ ID NOS: 1-3). It 
would be remedial to amend the claim language to only refer to the elected embodiments (i.e. 
SEQ ID NO: 4; pZEOlP and pZEOlP+luc). Appropriate correction is required. 

Claim Rejections - iS USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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^^^^ 

conteitiplBled by the inventor of Mrrying out his invention. 

Claims 1-6,8-9, 11-18,20, 22-28 are rejectetJtmder 35 U.S.C. 1 12, first pamgraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The claims are drawn towards a yeast promoter, vectors and host cells comprising the 
promoter and methods of expressing a protein featuring the promoter, where the promoter 
comprises at least 17 contiguous nucleotides of SEQ ID NO: 4 and wherein the promoter is 
operative to express a nucleic acid molecule encoding a polypeptide when operatively linked 
thereto. The promoter can be operative in any cell type {e.g. claims 1-6) or must at least be 
operative in yeast (e.g. claim 8). The promoter may have at least 50. 100, 200, 300 or 400 
nucleotides of SEQ ID NO: 4, or the entire 500 nucleotide sequence of SEQ ID NO: 4. For 
many of the claims the level of promoter activity is controlled by flte level of fermentable carbon 
source (e.g. glucose) and/or non-fermen,able carbon sou.ce (ethanol) in the culture medium. 

SEQ ID NO: 4 describes a 500 nucleotide sequence. Even tor an embodiment featuring a 
promoter comprising at least 400 contiguous nucleotides of SEQ ID NO: 4, there are a very large 
number of possible fragments that may or may not retain promoter activity. As the number of 
contiguous nucleotides of SEQ ID NO: 4 that must be present in the claimed promoter or 
promoter ftagmem decreases, the number of possible fragments that must function as a promoter 
greatly increases (e.g. 17 contiguous nucleoUdes out of 500). Thus, the claims are broad genus 
claims encompassing a large number of fragments that must retain promoter activity. The size of 
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the genus is further compounded by the fimctional limitation in at least some of the claims that 
the promoter must be responsive to fermentable and non-fermentable carbon sources in culture 
media. 

SEQ ID NO: 4 is 500 nucleotides in length and describes a sequences that is found at the 
3' end of the yeast open reading frame YOLl lOW and extends to the beginning of the 
YOL109W (ZEOl) reading frame (Figure 32 of the instant specification). The specification 
describes the cloning of SEQ ID NO: 4 into an expression vector with a reporter polypeptide 
(luciferase) to demonstrate that the sequence described by SEQ ID NO: 4 possesses promoter 
activity and that the promoter activity is responsive to both glucose and ethanol in culture media 
(Table 7). No description is provided in the specification of any fragment of SEQ ID NO: 4 of 
any length that retains promoter activity. No description is provided in the specification of any 
sequence within SEQ ID NO: 4 that resembles a known transcription factor binding sequence 
(e.g. GAL4, etc.). The specification provides no guidance with regard to which fragments within 
SEQ ID NO: 4 might be essential for response to fermentable or non-fermentable carbon sources 

within the culture media. 

The prior art does not offset the deficiencies of the instant specification with regard to 
description of the claimed invention. Promoter sequences comprising SEQ ID NO: 4 do not 
appear to have been described in the prior art. While one of skill in the art might be able to 
identify sequences within SEQ ID NO: 4 that possess some homology to binding sites for known 
transcription factors, there may well be other unknown transcription factors required for even the 
basal level of promoter activity associated with SEQ ID NO: 4, much less glucose- or ethanol- 



Pa.ge 6 

Application/Control Number: 09/743,194 
Art Unit: 1636 

responsive acuvifc. Again, tee is no description in U.e art of record for regula«>ry sequences 

to express ZEOl in yeast. 

Given the great number of possible fragments of SEQ ID NO: 4 encompassed by the 
rejected claims and the limitation that the fragments must retain at least some functional activity, 
and given the lack of a structural/functional basis provided by the instant specification or prior 
art for one of skill in the art to envision those embodiments that actually do retain promoter 
activity, the skilled artisan would not have been able to envision a sufficient number of the 
claimed embodiments to describe the broadly claimed genus. Therefore, the skilled artisan 
would have reasonably concluded that applicants were not in possession of the claimed 
invention. 

Conclusion 

Claims 1-6, 8-9, 11-18, 20 and 22-28 are rejected. Claims 7, 10, 19 and 21 are objected 
to as being drawn towards nonelected embodiments. Claims 10 and 19 are fiirther objected to as 

being dependent upon a rejected claim. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gerald G Leffers Jr. whose telephone number is (703) 308-6232. 
The examiner can normally be reached on 9:30am-6:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner' s 
supervisor, Remy Yucel can be reached on (703) 305-1998. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 305-7939 for regular 
communications and (703) 305-7939 for After Final communications. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 

Gerald G Leffers Jr. (J 

Examiner 

Art Unit 1636 
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August 11,2002 



